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Claims 1-1 1,13,15-18 and 21 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

In each of claims 1 and 20, recitation in line 2 of "silicone-containing monomer" or 
"...copolymer or macromer" is inconsistent with "said at least one silicone-containing 
compound" appearing at the end of the claim. 

Also, in claim 1, the description of what "R7...that can under free radical and/or 
ionic polymerization..." is non-idiomatic and confusing, apparently text has been 
inadvertently omitted. 

Claim 13 improperly depends from canceled claim 12. 

Claims 17,18 and 21 are objected to because of the following informalities: Since 
no claim 16 is present with the claims being considered, claims 17,18 and new claim 21 
are misnumbered. It is suggested that any response to this Office Action include a 
renumbering of the claims. Appropriate correction is required. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (0 or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-4,10,11,13,15,17,18 and 21 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over either of Kunzler et al PGPUBS Document US2004/0 176628 or 
Bawa et al patent 6,071,439, taken in view of Maiden et al patent 6,367,929 and one or 
more of the group of patents encompassing Nicholson et al patent 5,760,100, Spinelli et 
al patent 5,371,147, Spinelli patent 5,019,628 and Spinelli patent 4,810,756, and if 
necessary, in view of Pilat et al patent 2,188,013. 

The claimed term "silicone-containing monomer" has been interpreted to actually 
encompass copolymers containing multiple polymerizable groups and plural monomers 
or monomeric groups and to encompass completed intraocular lenses and other 
medical devices comprised of such "monomer" as discussed on page 2, lines 1-18 and 
page 4, lines 23-27 of the Instant Specification. 



Application/Control Number: 10/699,417 
Art Unit: 1723 



Page 4 



Kunzler et al disclose removal of an impurity phase from silicone using 
supercritical fluid (paragraph 2, etc.). Carbon dioxide is employed (page 1, 2 nd column) 
per claims 2 and 3. The solvent extraction is conducted within a pressurized vessel 
which results in corresponding increases in density of the carbon dioxide and extracted 
solute (portion of paragraph 6 on the 2 nd column of page 1 and discussion of examples 
1 and 2 on page 2. At the end of the solvent extraction, pressures, hence inherently 
densities of the solution are suggested as decreased to separate the phases, as 
Examples 1 and 2 disclose discontinuing the flow of carbon dioxide and depressurizing 
the vessel. Recitations of densities, temperatures and pressures of claims 4,10 and 1 1 
are substantially inherent properties of supercritical carbon dioxide and also discussed 
in paragraph 6 and the Examples. There is a suggestion of at least 2 stages of 
treatment having varied temperatures and pressures (page 1, 2 nd column, paragraph 6 
and page 2, paragraph 18) per claims 5-9. Prepolymer monomers or oligomers are 
treated at paragraph 4 per claim and 13. The recited temperatures and pressures of 
claim 1 1 are given at paragraphs 6 and in the Examples. 

Bawa et al disclose removal of impurities from manufacture of silicone-containing 
polymers and other polymers used in the manufacture of contact lenses by solvent 
extraction with carbon dioxide in the supercritical state (column 1, line 60-column 2, 
lines 58). The extraction may be incorporated into any manufacturing step of the 
process of making the contact lenses (column 4, lines 23-32 and 62-68 and column 5, 
lines 13-16). The extraction is conducted under conditions of high temperature and 
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high pressure, hence high density, in a closed chamber (column 7, lines 8-20), and 
afterwards purged when densities and pressures are suggested as returning to lower 
ambient conditions. 

The claims all differ from Bawa et al or Kunzler in the particular silicone 
monomers and polymers recited. Generally, various acrylic star monomers and co- 
polymers are claimed. However, Bawa et al disclose applying of the process to any 
conventional silicone monomers (column 3, lines 4-49) or to any lens-forming material 
(column 5, lines 3-1 3, while Kunzler also is applicable to any commercial silicone 
monomer process (paragraph 4). Now, Maiden teaches solvent extraction of impurities 
from silicone polymeric gel mixtures that comprise siloxanes and acrylic acid monomers 
by varied organic solvents during the manufacture of contact lenses (column 4, lines 42- 
62, column 5, lines 52-57 and column 8, lines 7-27). Each of the Spinelli 756 , '628 
and '147 patents and Nicholson teach employ of the recited acrylic star monomers and 
co-polymers in the manufacture of contact lenses (see the respective Summary of the 
Invention portions of texts). It would have been obvious to one of ordinary skill in the art 
to have selected the claimed acrylic star monomers and co-polymers taught by Spinelli 
'756, '628, or '147 or Nicholoson, in the manufacture of the contact lenses of Kunzler et 
al and purified them as taught by Maiden, to result in contact lens products having 
favorable characteristics such as improved oxygen permeability, toughness and 
strength. 

The claims may optionally be considered to further differ in requiring the 
separation of two phases resulting from the solvent extraction to explicitly be caused by 
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a lowering of density of the extractant. However, Pilat teaches to separate impurities 
from high molecular weight oily or other petrochemical or hydrocarbon mixtures by 
carbon dioxide so as to lower the density of the mixture to separate the mixture into two 
liquid phases (page 1 from line 36 of column 1 to line 25 of column 2), with the 
impurities further separated into separate fractions by varying the pressures and 
temperatures, and hence the densities of the extraction in a series of sequential stages 
(page 2 from line 45 of column 1 to line 17 of column 2). If necessary, it would have 
been further obvious to one of ordinary skill in the art to have operated the Kunzler et al 
or Bawa et al solvent extraction process by effecting separation of purified silicone 
polymer from the undesired impurities, as taught by Pilat, to fractionate the varied, 
different contaminants of the mixture being separated, so as to result in a more 
complete separation and purification of the polymeric mixture. 

For compositions containing the particular siloxane monomers of claims 17 and 
18, see in particular Nicholson at columns 28,36 and 38, especially column 28, lines 27- 
52, which depicts siloxane monomers as imparting especially high oxygen permeability 
to the contact lenses being manufactured. 

Claims 5-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
either of Kunzler et al PGPUBS Document US2004/0 176628 or Bawa et al patent 
6,071 ,439 taken in view of Maiden et al patent 6,367,929 and one or more of the group 
of patents encompassing Nicholson et al patent 5,760,100, Spinelli et al patent 
5,371,147, Spinelli patent 5,019,628 and Spinelli patent 4,810,756 as applied to claim 1 
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above, and further in view of Pilat et al patent 2,188,013. Claims 5-9 further differ in 
requiring the solvent extraction to be conducted in two or more stages with the density 
of the supercritical carbon dioxide being lowered in second and subsequent stages. 
However, Pilat teaches to separate impurities from high molecular weight oily or other 
petrochemical or hydrocarbon mixtures by carbon dioxide so as to lower the density of 
the mixture to separate the mixture into two liquid phases (page 1 from line 36 of 
column 1 to line 25 of column 2), with the impurities further separated into separate 
fractions by varying the pressures and temperatures, and hence the densities of the 
extraction in a series of sequential stages (page 2 from line 45 of column 1 to line 17 of 
column 2). It would have been further obvious to one of ordinary skill in the art to have 
operated the Kunzler et al or Bawa et al solvent extraction process in successive stages 
having varied temperatures, pressures and densities, as taught by Pilat, to fractionate 
the varied, different contaminants of the mixture being separated to result in a more 
complete separation and purification of the polymeric mixture. 
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Applicant's arguments with respect to claims 1-11,13,15,17,18 and 21 have been 
considered but are moot in view of the new ground(s) of rejection, however are 
responded to as applicable to the modified grounds of rejection. 

It is argued that neither Bawa et al or Kunzler et al are directed to purification of 
"raw materials" by solvent extraction, rather than to purification of formed contact 
lenses. It is submitted that the claims do not specify at what stage of processing of 
monomers and co-polymers containing the monomers into contact lenses are contacted 
by a supercritical extraction fluid. It is unclear what is meant by the terminology "raw 
material" of the arguments. The instant Specification at page 2, lines 1-18 clarifies that 
the claimed term "silicone-containing monomer" actually encompasses copolymers 
containing multiple polymerizable groups and plural monomers or monomeric groups 
and encompasses completed intraocular lenses and other medical devices comprised 
of such "monomer". 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Joseph Drodge at telephone number 
571-272-1 140. The examiner can normally be reached on Monday-Friday from 
8:30 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Wanda Walker, can reached at 571 -272-1 1 51 . The fax 
phone number for the examining group where this application is assigned is 
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571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either private PAIR or Public 
PAIR, and through Private PAIR only for unpublished applications. For more 
information about the PAIR system, see http://pair-direct.uspto.aov . Should you 
have any questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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